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My comments pertain th-: tgsus of recommanding a maximam limit of glove powder on
Pewdcred lorex gloves, I am 1ot aware of any medical licgeacure with evideniee ro suggese chac

there 15 1 safe thresheld Lor glove pcwder 1 betieve the FOA should net nake
regoammendations that sound like "medical reeommendations™, while in actual face the

[ atex Aﬂergy New

recomumendations wers based on nenmedical amnsideratior. such 35 ndusley préd\lctiolb
ceonormi¢ and legal considerations, This ~ae evidenced in che ranonal wriceen in the Fedeeal
Regisier. As 2 Former health core professional T would state rhar uninformed health cave
professional Prcﬁ:n:m:c {5 mec 2 reasenable justdfization fac glave pawder. Hlealth eare
professionals have taleen a vow ra “do no harm™ and cheer it pleney of evidence that powdered
latex, glave dues o grear deal of harm, Uhere is ner madica) cvidense thae show char 120 mg, or
any amounr, of powdar us safe, anpscially in vegards o laeex allecgy and 2 multeude of ather
adverse health effects cansed by glave pawdee, Please do ner provide falve reassurnces 10 the
conswnacs by seemingly endarsing a cowain powdan bhvel,

Labeling the amount of poswder in gloves seems reasonable to help the consumer demand drive
down the amoun pouwder in gloves, The FDA should leave off the proposed line "FDA
vecommends no more than [20 mg of powder per glove”. The FDA, should noc legitimize the
presende of plove powder. Would the FIIA consider a label on cigaresees stacing * FDA
récommuniend ne more chan ameuar of rar and nicntine per cigasess”'? T don't balicve rhae
the FDA wauld lend sny legivimacy vo “lomr rar” cigarettas heing safu 1 the FDA & going tn gn
ahead with the preseny reesmmnendations chen I belicve chae che label should alsa include srare
char NICISH regsmmends only powder free low prergin latex gloves, That way the consummer  tnly
informed and not misleads. Finally 1 feel th che libel should include a ling sracing * Glave
Powder is 3 hazardous subslasics and no safe level of plove powder has been established™,

Because these are recommendations and nec zegulacions, T woud hate to see and action by che
FDA 1o radvertently appeas to lend legitimacy w the peesence of 4 putentially unsafe Jevel of
ghove powder, and thas, patenually, slow dewin the progress leing snade by maghet forees, T was
interested Lo see tie FDA assumie Uit the share fur powder(tee gloves ill marease up Lo 30%
with in the aext four years (p47 (8 Fed. Reg.} The receru study donc by the ASTM found that
the average latax cxam glove form che combined semople currendy en the miucket contained
104.3 mg of pawder. Cetainly the FDA recomymendation of a chreshold level of 120 mg is ser
tow highy breavse the statud qua i3 unaceepuable.
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Because chese sre recommiendations and nor regulasions, T woudd bate 1o se¢ and action by rha
FIA ) inadvercentdy appear Lo lead legitimacy o the prascnes of 3 potertiglly unsate level of
glove powsdev, and thus, pacentially, slow down che progress baing made by mucker forges, I was
incevested ro see the FDA, assume Lhyt Uhe share Loy powder frec gloves will incranse up o 30%
with in the naat folre years (p#17 8 Fed. Re,). The recent study done by cthe ASTM lound
Ut the average larex exam glove form the combined sunple cusrently on the macker eontaingd
[04.3 mg of powder. Cemainly che 'L2A recommendarion of a thessheld level of 120 mg is sex
tow high, becavss che seatus quo 1 unaceeplable,

If macket farees alenc might ceduce the use of powened gloves s 20% of the mazket share
wichin 4 years. ] wauld lave Lo see what would happen with 2 mves aggressive laadership zole by
she FDA and other Governmental agencics. With che magnituds of che health hazard involved
rhere should be regularions, not revommsndation. Regulations ars long overduce from the FDA
and should be in the best incerese of the public bealth, Potencial blased economic and industey
production asgumente by a small pormion of che latex glove indusiry should not be givers more
ceedenes than medical research and the heslth of the publie. Since one third of the gloves
ewreenely on the markse ace aleeady pawder [ree. Utere is siguificant industry rEpeuics
operating at 4 much lawve powdse leval rhar [20-mg.

In rammey: 1 would Jike to see requizsmients, noe recommendarions, and the phase aue af all
highly allergic powdaecd larex gloves i an expeditious fashion. 1 cecommend thot the FDA
changes the warding on hath surgical 2nd wxam glives, and the amount of glove powder ina
particular glove be listed. 1 wouald alsw liks co che Iabeling read “Glove Powder is hazavdous
and uw safe level has been established.”

Debry M. Adkine
Lawex Allergy News
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